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Period foT Repiy""'^^ communication ap^ars on the cover sheet with the Correspondence address - 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH^S) FROM 
THE MAILING DATE OF THIS COMMUNICATION " ^ ' ^ 

• irst-ejSr^^^^^^^^^^ lnnoeven..h^ver.n,avarep,vbe,i.e^n.ed 

Status 

1)13, Responsive to communication(s) filed on 03 January 2002 . 
2a)n This action is FINAL 2b)|g| This action is non-final. 

SLT H*^'^ application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1 935 C D 1 453 O G 21 3 
Disposition of Claims • • ■ . -^^jo ^ i o. 

4) 13 Claim(s) 1-24 is/are pending in the application. 
4a) Of the above claim(s) 15-24 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 7^/4 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner 

If approved, connected drawings are required in reply to this Office action. 

12) 0 The oath or declarafion is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. 


3.n Copies of the certified copies of the priority documents have been received in this National Staoe 
application from the International Bureau (PCT Rule 17 2(a)) 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).^^ 
a) □ The translation of the foreign language provisional application has been received. 

15) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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1) [3 Notice of References Cited (PTO-892) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) S Information Disclosure Statement{s) (PTO-1449) Paper No(s) 2z5 , 


4) □ Interview Summary (PTO-41 3) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: 
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DETAILED ACTION 


Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-14, drawn to a device to treat tissue, classified in class 607, 
subclass 106. 

II. Claims 15-24, drawn to various methods, classified in class 128, subclass 
898. 

The inventions are distinct, each from the other because of the following reasons: 
Inventions II and I are related as process and apparatus for its practice. The 

inventions are distinct if it can be shown that either: (1) the process as claimed can be 

practiced by another materially different apparatus or by hand, or (2) the apparatus as 

claimed can be used to practice another and materially different process. (MPEP § 

806.05(e)). In this case a materially different apparatus not including a dual balloon can 

practice the process. 

Because these inventions are distinct for the reasons given above and the 

search required for Group I is not required for Group II, restriction for examination 

purposes as indicated is proper. 

This application contains claims directed to the following patentably distinct 

species of the claimed invention of group I: Species I in Figures la-b, Species II in 

Figures 2a-b. 
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This application contains claims directed to the following patentably distinct 
species of the claimed invention of group II: Species I a method for reducing restenosis 
and Species II a method of reducing atrial fibrillation. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Cun-ently, no claim is generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1 . 1 41 . If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or cleariy admit on the record that this is the 
case. In either Instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 36 
U.S.C. 103(a) of the other invention. 


Application/Control Number: 10/039,466 Page 
Art Unit: 3739 

Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1.143). 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the cun-ently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

During a telephone conversation with Mark Weiczorek on 5/28/03 a provisional 
election was made without traverse to prosecute the invention of group I, claims 1-14. 
Affirmation of this election must be made by applicant in replying to this Office action. 
Claims 15-24 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Claim Rejections • 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sicill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims1-4, 6-11, 13 and 14 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Lafontaine 735. Lafontaine discloses a device to treat tissue 

comprising an outer tube (28), an inner tube (32) disposed at least partially within the 

outer tube and a dual balloon (14). Lafontaine teaches all of the structural components 


• # 
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of the claims. The device of Lafontaine, however, has the structural components 
arranged differently such that the supply and return lumens are located on the exterior 
of the inner tube. Whereas the supply and return lumens of the present invention are 
located on the interior of the inner tube thereby causing the inlet to be defined soley by 
the outer tube and the inner tube. Therefore, without a showing of criticality it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide the supply and return lumens of Lafontaine on the interior of the inner 
tube which would cause the inlet to be soley defined by the outer tube and the inner 
tube, since it has been held that rearranging parts of an invention involves only routine 
skill in the art. 

Regarding claim 2 figure 2 illustrates the guidewire lumen, supply lumen and 
return lumen. Regarding claim 6 (36) Is illustrated as a marker. Regarding claims 7- 
11 see col. 4 lines 49-52. Regarding claims 13-14 see col. 4 line 26. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lafontaine further in view of Amplatz et al. 751 . Lafontaine teaches all of the limitations 
of the claim except two radially extending tabs. Amplatz et al. disclose a balloon 
catheter that includes tab members to anchor the inner lumen of the catheter within the 
balloon while inflated. Therefore, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to include two tab members to anchor 
the inner lumen within the balloon while inflated. It would have also been obvious to 
one having ordinary skill in the art at the time the invention was made to make the tabs 
integral with device, since it has been held that forming in one piece an article which 


• # 
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has formerly been formed in two pieces and put together involves only routine skill in 
the art. 

Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lafontaine further in view of Jacobsen et al. '101 . Lafontaine teaches all of the 
limitations of the claim except a fluid contrast media. Jacobsen et al. teach that it is old 
and well known in the art to provide a contrast media as an inflation fluid for a balloon 
catheter. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to provide a fluid contrast media in the Lafontaine 
device as a means of inflating the balloon. 

In the cross-sectional view of Figure 2 it does appear as if inner balloon (42) 
"rests on" tubes (30) & (44), as stated by Applicant. However, when put into the proper 
perspective of the actual 3-dimensional shape of the device, one would easily recognize 
that balloon (42) also "rests on" or is attached to tube (32) along those portions of the 
outer circumference not occupied by tubes (30) & (44). 

Moreover, those portions of the circumference of tube (32) not occupied by tubes 
(30) & (44) form an inlet lumen with the inner circumference of tube (28). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rosiland S Kearney whose telephone number is 
703/308271 1. The examiner can normally be reached on Mon.-Fri. 7:00-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 703/3080994. The fax phone numbers for 
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the organization where this application or proceeding is assigned are 703/3080758 for 
regular communications and 703/3080758 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
703/3080858. 

RK 

May 30, 2003 
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